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21 CFR Ch. I (4–1–13 Edition) § 886.5870 

premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 886.9. 

[52 FR 33355, Sept. 2, 1987, as amended at 65 
FR 2321, 2000] 

§ 886.5870 Low-vision telescope. 
(a) Identification. A low-vision tele-

scope is a device that consists of an ar-
rangement of lenses or mirrors in-
tended for use by a patient who has im-
paired vision to increase the apparent 
size of objects. This generic type of de-
vice includes handheld or spectacle 
telescopes. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 66 FR 38814, July 25, 
2001] 

§ 886.5900 Electronic vision aid. 
(a) Identification. An electronic vision 

aid is an AC-powered or battery-pow-
ered device that consists of an elec-
tronic sensor/transducer intended for 
use by a patient who has impaired vi-
sion or blindness to translate visual 
images of objects into tactile or audi-
tory signals. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. 

[55 FR 48443, Nov. 20, 1990, as amended at 59 
FR 63014, Dec. 7, 1994; 66 FR 38814, July 25, 
2001] 

§ 886.5910 Image intensification vision 
aid. 

(a) Identification. An image inten-
sification vision aid is a battery-pow-
ered device intended for use by a pa-
tient who has limited dark adaptation 
or impaired vision to amplify ambient 
light. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 66 FR 38814, July 25, 
2001] 

§ 886.5915 Optical vision aid. 

(a) Identification. An optical vision 
aid is a device that consists of a magni-
fying lens with an accompanying AC- 
powered or battery-powered light 
source intended for use by a patient 
who has impaired vision to increase the 
apparent size of object detail. 

(b) Classification. Class I (general con-
trols). The AC-powered device and the 
battery-powered device are exempt 
from the premarket notification proce-
dures in subpart E of part 807 of this 
chapter, subject to the limitations in 
§ 886.9. The battery-powered device is 
also exempt from the current good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[55 FR 48443, Nov. 20, 1990, as amended at 59 
FR 63014, Dec. 7, 1994; 66 FR 38815, July 25, 
2001] 

§ 886.5916 Rigid gas permeable contact 
lens. 

(a) Identification. A rigid gas per-
meable contact lens is a device in-
tended to be worn directly against the 
cornea of the eye to correct vision con-
ditions. The device is made of various 
materials, such as cellulose acetate bu-
tyrate, polyacrylate-silicone, or sili-
cone elastomers, whose main polymer 
molecules generally do not absorb or 
attract water. 

(b) Classification. (1) Class II if the de-
vice is intended for daily wear only. 
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